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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.1 14. Applicant's submission filed on 
07/10/2007 has been entered. 

Notice of Amendment 

2. In response to the amendment filed on 07/1 0/2007, amended claim(s) 33 and 40, 
canceled claim(s) 1-32 and 43-47, withdrawn claim(s) 35, 36, 42, 48, and 57, and new 
claim(s) 48-63 is/are acknowledged. The current rejections of the claim(s) 1-10, 14-18, 
and 21-23 is/are withdrawn. The following new and reiterated grounds of rejection are 
set forth: 

Specification 

3. The lengthy specification has not been checked to the extent necessary to 
determine the presence of all possible minor errors. Applicant's cooperation is 
requested in correcting any errors of which applicant may become aware In the 
specification. 

Claim Objections 

4. Claims 37, 50-52, and 59-61 are objected to because of the following 
Informalities: the positive recitations of "the sealing member has a hydrophobic 
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surface", "the top surface is hydropliobic", "tlie bottom surface is hydrophobic", and "the 
sealing member is hydrophobic" are ambiguous and may render the claims indefinite 
because as claimed it is unclear how or what structure is responsible for the claimed 
hydrophobicity. The Examiner notes Applicant may have intended to positively recite 
"the sealing member has a surface comprised of a hydrophobic material", "the top 
surface is comprised of a hydrophobic", "the bottom surface is comprised of a 
hydrophobic", "the sealing member is comprised of a hydrophobic", or the like. 
Appropriate correction is required. 

5. Claim 55 is objected to because of the following informalities: the positive 
recitation of "the body" in line 1 appears to lack antecedent basis and may render claim 
indefinite. The Examiner notes Applicant may have intended to positively recite "the 
test strip". Appropriate correction is required. 

Claim Rejections - 35 USC §112 

6. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

7. Claims 49 and 58 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

8. Claims 49 and 58 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite because the claimed limitation of a test strip including "an opening that opens" 
is ambiguous. It is unclear how an opening can open and/or what structure is 
responsible for the opening. 
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Claim Rejections - 35 USC § 102 

9. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

10. Claims 33, 34, 37-41 , 49-56, and 58-63 are rejected under 35 U.S.C. 102(e) as 
being anticipated by Nishikawa et al. (US 6,315,738 B1, hereinafter Nishikawa). 

1 1 . For claims 33 and 40, Nishikawa discloses a sampling system, comprising: 

• a test strip (32) configured for loading into a lancing device to analyze body fluid 
from an incision created by the lancing device (column 2 lines 57-63 and Abstract), 
wherein the test strip has a strip shape (as best seen in Figure 3), the test strip 
including 

o a test area (32) configured to analyze the body fluid (column 1 lines 5-14), 
o a sampling passageway (33) with an inlet opening (33a) that is remotely 
located from the test area (as best seen in Figures 4 and 12-23), the sampling 
passageway being sized and configured to draw the body fluid via capillary 
action (column 2 lines 26-31, column 4 lines 4-10, and column 10 lines 20- 
25), the sampling passageway extending from the inlet opening to the test 
area (as best seen in Figures 4 and 12-23) for transporting the body fluid from 
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the incision to the test area via capillary action (column 2 lines 26-31 , column 
4 lines 4-10, and column 10 lines 20-25), 
o a bottom surface (the bottom of test strip support 38) that faces the skin (200) 
when the test strip is received in the lancing device (as best seen in Figures 
21-23), 

o a recessed surface (3a) extending between the inlet opening and the bottom 
surface to inhibit contact of the body fluid on the skin with the bottom surface 
of the test strip (as best seen in Figures 4 and 12-23), and 

o a sealing member (34a, 34b, 34c, 34d) projecting outwardly from the bottom 
surface of the test strip proximal the inlet opening (as best seen in Figures 4 
and 12-23) and positioned to seal with the skin when the test strip is pressed 
against the skin to retain the body fluid at the inlet opening (column 12 lines 
6-39); and 

• wherein the test strip with the sealing member is configured to be unloaded from the 
lancing device as a single disposable unit (column 2 lines 57-63 and Abstract). 

12. For claims 34 and 41 , Nishikawa discloses a sampling system, wherein: the test 
strip includes an end edge (the end edge of test strip support 38) and the inlet opening 
is defined in the end edge (as best seen in Figures 4 and 12-23). 

1 3. For claim 37, Nishikawa discloses a sampling system, wherein the sealing 
member has a surface comprised of a hydrophobic material (column 1 1 lines 33-36) 
(the known hydrophobic polymers, including polypropylene, polyethylene, and 
polystyrene, positively recited in column 8 line 66 - column 9 line 7). 
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14. For claim 38, Nishikawa discloses a sampling system, wherein the sealing 
member is capable of being deformed upon pressing against the skin. 

15. For claim 39, Nishikawa discloses a sampling system, wherein the test strip has 

a recessed surface (3a) extending between the inlet opening and the bottom surface (as 
best seen in Figures 4 and 12-23). 

16. For claims 49 and 58, Nishikawa discloses a sampling system, wherein: the test 
strip includes a top surface positioned opposite the bottom surface (as best seen in 
Figures 4 and 12-23) and the test area includes an opening at the top surface of the test 
strip to permit reflectance of light for optical analysis (93) (as best seen in Figures 21- 
23). 

17. For claims 50 and 59, Nishikawa discloses a sampling system, wherein: the test 
strip includes a top surface (the top of test strip support 38) positioned opposite the 
bottom surface (as best seen in Figures 4 and 12-23) and at least a portion of the top 
surface is comprised of a hydrophobic material to resist flow of the body fluid along the 
top surface (the known hydrophobic polymers, including polypropylene, polyethylene, 
and polystyrene, positively recited in column 8 line 66 - column 9 line 7). 

1 8. For claims 51 and 60, Nishikawa discloses a sampling system, wherein at least a 
portion of the bottom surface (the bottom of test strip support 38) is comprised of a 
hydrophobic material (the known hydrophobic polymers, including polypropylene, 
polyethylene, and polystyrene, positively recited in column 8 line 66 - column 9 line 7). 

19. For claims 52 and 61 , Nishikawa discloses a sampling system, wherein the 
sealing member is comprised of a hydrophobic material (column 1 1 lines 33-36) (the 
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known hydrophobic polymers, including polypropylene, polyethylene, and polystyrene, 
positively recited in column 8 line 66 - column 9 line 7). 

20. For claims 53 and 62, Nishikawa discloses a sampling system, wherein the 
recessed surface extends at an obtuse angle from the bottom surface to the inlet 
opening (as best seen in Figure 20). 

21. For claims 54 and 63, Nishikawa discloses a sampling system, wherein the 
obtuse angle is from about 100 degrees to about 150 degrees (as best seen in Figure 
20). 

22. For claim 55, Nishikawa discloses a sampling system, wherein: the test strip has 
an end edge (the end edge of test strip support 38) and the inlet opening communicates 
with the end edge at a location spaced from the bottom surface (as best seen in Figures 
4 and 12-23). 

23. For claim 56, Nishikawa discloses a sampling system, wherein the test strip 
further includes first and second side edges (the side edges of test strip support 38) 
extending from the end edge, the sealing member extending from the first side edge to 
the second side edge (column 12 lines 6-39). 

Response to Arguments 

24. Applicant's arguments with respect to claims 33, 34, 37-41 , 49-56. and 58-63 
have been considered but are moot in view of the new ground(s) of rejection. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jeffrey G. Hoekstra whose telephone number is (571) 
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272- 7232. The examiner can normally be reached on Monday through Friday Sam to 
5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on (571) 272-4726. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is availat)le through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/J.HV 

Jeff Hoekstra 
Examiner, Art Unit 3736 




